This guidance was written prior to the February 27, 1997 implementation of FDA’s
Good Guidance Practices, GGP’s. It does not create or confer rights for or on any person
and does not operate to bind FDA or the public. An alternative approach may be used if

such approach satisfies the requirements of the applicable statute, regulations, or both.
This guidance will be updated in the next revision to include the standard elements of GGP’s.
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required to be present verbatim in all PTCA package lnserts [/
specific catheters.

l. Device name - Brand name and generic

il. Description - A description of the catheter Jeid
their function identified.

1. Indications - The [device name] is i
hemodynamically significant cér
patients evidencing coronanis
myocardial perfusion. :

Jose of improving

V. Contraindications

%:oplasty, the catheter should be examined to verify
ity and ensure that its size and shape are suitable for the

he inflated diameter of the balloon should approximate the diameter of
the coronary artery just proximal and distal to the stenosis. The danger
of coronary dissection is increased with increasing balloon size: artery
ratios above 1:1.
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e The catheter system should be used only by physicians thoroughly
trained in the performance of percutaneous transluminal coronary
angioplasty.

e When the catheter is in the body, it should be manipulated while under
high-quality fluoroscopic observatlon Do not advance or, efract the

Vg . If strong

tinu > cedure and

resistance is met during manipulation,
determine the cause of the resistance

e Balloon pressure should not exceed ]
pressure monitoring device is recom edto prevent ovéE
pressurization.

e PTCA should only be performed at h&?pltal W mergency coronary
artery bypass graft surgery can bedn fed in the event of

&,,, idon on-the-wire catheters must also include a caution regarding torquing
the device, specific problems that might arise and methods for dealing with
these problems.
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VII.

Adverse Effects

Possible adverse effects include, but are not limited to, the following:

coronary artery dissection, perforation, rupture or qme lg,;jﬂry
conduction disturbance g 3‘%%’%%

acute myocardial infarction : b a
unstable angina &

arteriovenous fistula
coronary artery spasm :
total occlusion of the coronary artery
hemorrhage or hematoma
embolism

infection

restenosis of the dilated artery

hypo/hypertension
death

X esuon types (e g., heavily calcified lesions, diffuse lesions, chronic total obstructions, etc.)
iitbe included i in this section. FDA is currently in the process of determining the appropriate

content of this table and will advise sponsors when this process is complete.



